
CS 7600 Carestrean Health, Inc,

510(k) Summary
CS 7600 SEP 23 2011

1. Company Identification

Carestreamn Health, Inc.
150 Verona Street
Rochester, NY 14608
Establishment Registration: 1315356

2. Contact Person

Daniel Hoefer
Manager, Regulatory Affairs, Carestream Dental
1765 The Exchange
Atlanta, GA 30339
Tel 770 226 3287
Fax 770 850 5011

3. Device Name

Commercial name: CS 7600
Common name: Dental Computed Radiography System
Classification name: Extraoral source x-ray system

4. Device Classification

Class: 11, 21 CFR 872.1800
Product Code: MUll

5. Intended Use
The CS 7600 is a digital intraoral dental radiographic imaging system intended for use by
dentists and dental sub-specialists. The system captures, digitizes, displays and stores
diagnostic intraoral radiographic images. It consists of a scanner, re-usable imaging
plates, acquisition software, disposable hygienic barrier envelopes, and optional Scan &
Go device.

6. Device Description
The CS 7600 is a computed radiography system for dental intraoral applications.
Imaging plates (iLe., storage phosphor plates) are exposed in the same way as traditional
x-ray film. The x-ray images on these plates are then fed into a small computed
radiography system and scanned using a laser. The scanned image data from the plates is
digitized, and the images are displayed on a monitor and saved to computer.

The CS 7600 system is capable of scanning the X-ray exposed imaging plates at various
speeds, sizes and resolutions. Once an imaging plate is scanned, the image data is
automatically erased from the plate and the plate ejected for reuse.
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Re-usable intraoral imaging plates of sizes 0, 1, 2, 3 and 4 are included with the device,
as are disposable hygienic barrier sheaths. The system includes an optional Scan and Go
system, which uses RFJD technology to automatically recognize imaging plates as they
are scanned.

7. Substantial Equivalence
The CS 7600 is substantially equivalent the Kodak CR 7400 (K060079) and the Soredex
Digora Optime (K041050). Each listed device is a computed radiography device
utilizing phosphor plates for dental diagnostic imaging. The devices are equivalent in
terms of indications for use, operating principle and technology, energy used, and
materials.

8. Non-Clinical testing
Verification and validation testing of the CS 7600 was performed on software, hardware
systems, media, and on the complete assembled device. The RFID technology has been
tested for compliance with FCC and international rules for low power transmitters.

Results of testing demonstrate that the device is safe and effective in meeting user
requirements in accordance with its intended use.

9. Conclusion
The CS 7600 is substantially equivalent to the predicate devices listed above. Testing has
demonstrated that it is safe and effective for its intended use.
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4 [IPAR I RIENT OF HEALTH &K H UM'AN SERVICES PbliNc H-Icait SCrvice

I - (l and Dray Administration
I10903 iNew H-a npshire A yen ie
Docu imn Contr ol Room -- "1066-G1609

Silver Spint MD 20993-0002

N'! r. Daniel I-lee er
N'!anaer, Reulate iv A ffairvs
Carestreamn Health. Inc.
1765 Fihe Exchang, Inc.
A FLAN'lA GA 30339

Re: K1 11649 ? -

Trade/Device Name: CS 7600
Regulation Number: 21 CFR 872.1800
Reglulation Name: Extraoral soulrce.x-ray systeml
Regulatory Class: I1
ProdIuct C ode: MU-I
Dated: September 8, 2011
Received: September 9. 2011I

Dear NMr. 1loefer:

\Ve have reviewed your' Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated inl the enclosure) to legally marketed predicate devices marketed in interstate
commerce pr ior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,'and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMIA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act Include requirements for anual registration, listing of
devices, good manlufacturing p~ractice, labeling, and prohibitions against misbranding and
adulteration.

If Your device is classified (see above) into class 11 (Special Controls), it may be subject to Such
additional controls. E-xisting major retzlUlati ens affecting your device can be found in Ti tie 21,
Code of Federal Regulations (CFR). parts 800 to 895. In addition. FDA muay publish further
annIouncemnents concernin.- your device in the Federal Re~iister.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mean
that FDA has made a determination that your device complies wvith other reqluirements of the Act
or any\ Federal statutes and regulations administered by other Federal a~zencies. You Must
comply with all the Act's requirements, inclIudi ng. but not limited to: registration and listing (21I
CFR Part 807); labeling (2 1 C.F R parts 80 1 and 809); medical device reporting (reporting of



mcndic rea dev ice -relIat ed adverse events) (2 1 CFR P803.); and good in a1c II rinlg piNCtiCe
rqIii vrne ns as set in rth in tl e qnaIlV Vty s xste (QS) reguladii (2 I CF'R Part 820). This letter
wvill allow x'oUt to begili nmarketin g your devi ce as (lescribed inl Y our Section 5 I 0(k) pierimarket
iinti fication. 'The FDA 1 riding Of substantial ecju i valence of your device to a legal 1) marketed
predicate devices tSAIil ta class ificati on foi your device and thus, permits your device to
IIroceed to thle rMa rket.(

If' you Ces ire spcific advice for yOtr deCvice Onl our labeligu rntlationl (2 1 CUR. Parts 801 anid
809), please contact thle Office of In Vitro Diagnostic Device Evaluation arid Saf'ety at (301) 796-
5430. Also, pleaIse note thle reCgulation ent it led,' "Niis bra id i no by reference to piernirket
notification" (21 CUR Part 807.97). For qulestions regarding thle reporting of adverse events
tindert the MIDR reguilationi (21 GFR Part 803)), please go to
Jitp):// Niv. fda.uov,/N\,edica[Devices/Saf'etv,/Repor-tailroblend/ce fauinn for the CDRI-ls Office
of SUrveillance and B inmetrics/Divis ion o~f Postnaraket S urvei Lanice.

YOU may obtain other general information on y tOr r-eSporSi biIi ties under thle Act hiorn the
Division Of Smnall N/1anu LfactUrers, International and Consumer Assistance at its toll- flee numtilber
(800) 638-2041 or (301) 796-7100 dr at its [Iternet address
litti)://k ww. fda. aov/ccdrh/inuLSry/supiport/inclex.lhtii1.

Sincerely Yours,

M/ary S. Pastel, Se.D.
Director
Div~ision of Radiological Devices
Office of In Vitro Diagnostic Device

EValtration and Safety
Center for Devices and Radiological Health

Enrclosure



Indications for Use

The CS 7600 is indicated for use in dental digital radiography using imaging plates
(phosphor storage screens) for dental intra-oral x-ray imaging.

Concurrence of CDRH, Office of Device Evaluation

Prescription Use_ __ OR Over-The-Counter
(Per 21 CFRSOI1.109)

(Divison Sign-Offt
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K


